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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 26 
December 2006 has been entered. 

Claim Objections 

2. Claim 10 is objected to because of the following informalities: It reads "along an 
said" on line 9 of Claim 10 and should be changed to -along said-. Appropriate 
correction is required. 



Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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4. Claims 1-5, 9-11, and 17-18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over 

Mueller, Jr. (U.S. Patent No. 4,938,220) in view of Norlander (U.S. Patent No. 
6,562,049) and Makower (U.S. Patent No. 5,830,222). 

Claims 1 and 9 : Mueller, Jr. discloses a sheath body 19, a radiopaque marker 10 
located at a distal end of said sheath body, wherein radiopaque marker abuts said 
sheath, said radiopaque marker comprising a substantially cylindrical marker body, and 
at least one longitudinally extending marker score line, or notch, 12 running 
substantially along a length of said radiopaque marker (Figures 1-3, col. 1, lines 13-42). 
It is noted that Mueller, Jr. mentions that continuous radiopaque bands interfere with 
catheter functions, although here Mueller is referring to "bands of radiopaque material" 
and not score lines on the radiopaque marker. Mueller, Jr. discloses the claimed device 
except for the sheath body comprising a first longitudinally extending sheath score line 
running substantially along a length of said sheath body, and a score line or notch that 
allows said radiopaque marker to be split into two or more pieces along said at least 
one marker score line. 

Norlander teaches sheath score lines 46 and further discloses that radiopaque 
materials may be incorporated into the splittable sheath or may be made of a separate 
band member (Figures 6-10, 12; col. 2, lines 8-15, col. 6, lines 61-67; col. 8, lines 31-43; 
col. 10, lines 63 to col. 1 1 , line 4). It would have been obvious to one of ordinary skill in 
the art at the time of invention to modify Mueller, Jr. to include the splittable sheath, 
which may be made of radiopaque materials, as taught by Norlander, since it was 
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known in the art that score lines or slits on tubular members increases flexibility and 
therefore facilitates removal from catheters or leads after deployment. 

Makower teaches a score line or notch that allows a radiopaque marker to be 
split into two or more pieces along said at least one marker score line (col. 4, lines 4- 
15). It would have been obvious to one of ordinary skill in the art at the time of invention 
to provide a score line that allows for said radiopaque marker to be split into two or 
more pieces, as taught by Makower, to Mueller, Jr. since it was known in the art that 
score lines prevent undesirable splitting until it is necessary to do so, in which case the 
tubular member may then be split or separated into two pieces by a certain amount of 
applied force. 

Claims 2-4 and 10 : Mueller, Jr. and Makower disclose the claimed device including 
first and second edges or score lines 13 (Figure 1 , Mueller, Jr.) except for a second 
sheath score line running substantially along said length of said sheath body, wherein 
first and second sheath score lines are located on an exterior surface of said sheath 
body, and a second marker notch running substantially along said length of said 
radiopaque marker. 

Norlander teaches first and second sheath score lines running substantially along 
said length of said sheath body, wherein first and second sheath score lines are located 
on an exterior surface of said sheath body and on opposite sides of said sheath body 
(Figures 6-8). Mueller teaches first and second edges or score lines 13 (Figure 1). 
Although Norlander does not have a second marker notch running substantially along 
said length of said radiopaque marker and first and second notches being located 
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approximately opposite one another along said marker body, it would have been 
obvious to one of ordinary skill in the art at the time of invention to provide second 
sheath or marker score lines or notches/gaps, as taught by Norlander, to Mueller, Jr. 
and Makower since it was known in the art that multiple score lines facilitate removal of 
the sheath, marker, or other tubular members in that they can be split when positioned 
at different orientations or when one score line is not easily accessible on the opposite 
side. 

Claims 5. 11. and 17 : Mueller, Jr., Norlander, and Makower disclose the claimed 
device including said radiopaque marker comprising a first marker portion and defining 
a gap (Figure 1 , Mueller, Jr.), except for said first sheath score line and said first marker 
score line, or notch, being aligned, and said second sheath score line and second 
marker score line, or notch/gap, being aligned. However, the combined device of 
Mueller, Jr., Norlander and Makower is capable of having aligned score lines in that the 
radiopaque marker can simply be rotated around the sheath until the score lines are 
aligned, and it would have been obvious at the time of invention to do so in order to 
efficiently remove both the sheath and the radiopaque marker from the catheter or lead 
simultaneously. 

Claim 18 : Mueller, Jr. discloses the gap running along an entirety of said first marker 
portion (Figures 1-2). 
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5. Claims 6-8, 12-16, and 19-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mueller, Jr. (U.S. Patent No. 4,938,220), Norlander (U.S. Patent 
No. 6,562,049) and Makower (U.S. Patent No. 5,830,222), as applied to Claims 5, 11 , 
and 17 above, and further in view of Lee (U.S. Patent No. 6,520,934). 
Claims 6-8, 12. and 19 : Mueller, Jr., Norlander, and Makower disclose the claimed 
device including said radiopaque marker being embedded in or within said sheath body, 
and first and second marker portions being completely embedded in said sheath body 
(see paragraph 4 above, esp. col. 10, lines 63 to col. 11, line 4, Norlander), except for 
said radiopaque marker being located within said sheath body, and said radiopaque 
marker being thermally bonded to said sheath body. 

Lee teaches a radiopaque marker being located within said sheath body, and 
said radiopaque marker being thermally bonded to said sheath body (col. 1, lines 32- 
37). It would have been obvious to one of ordinary skill in the art at the time of invention 
to provide a thermally bonded radiopaque marker to the sheath body, as taught by Lee 
to Mueller, Jr., Norlander, and Makower since it was known in the art that thermally 
bonding markers to sheaths prevents undesirable relative movement, which would 
complicate the deployment process. 

Claims 13-16 : Mueller, Jr., Norlander, and Makower disclose the claimed device 
except for said first marker notch being V-shaped or U-shaped, the notch comprising 
first and second sidewalls, said first and second sidewalls substantially parallel to one 
another, and a base wall joining said first and second side walls, said base wall 
substantially perpendicular to said first and second side walls. However, according to 
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Merriam-Webster's Online Dictionary, "notch" is defined as a "V-shaped indentation" or 
"a rounded indentation," and therefore it would have been obvious to implement the 
above limitations to the notch of the combined device of Mueller, Jr., Norlander, and 
Makower. 

Claim 20 : Mueller, Jr. discloses said radiopaque marker being made from a material 
from the group consisting of a particulate-laden polymer, barium sulfate, gold, platinum, 
and tungsten (col. 2, lines 31-35). 

Claim 21 : Mueller, Jr. discloses said first marker portion comprising a first marker half 
and said second marker portion comprising a second marker half (Figure 1). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diane Yabut whose telephone number is (571) 272- 
6831. The examiner can normally be reached on M-F: 9AM-4PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on (571) 272-4959. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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SUPERVISORY PATENT EXAMINER 



